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(c) Except as provided in §1304.06, a reg-
istered individual practitioner is not re-
quired to keep records of controlled sub-
stances in Schedules II, III, IV, and V that
are prescribed in the lawful course of profes-
sional practice, unless such substances are
prescribed in the course of maintenance or
detoxification treatment of an individual.

* * * * *

(h) A person is required to keep the records
and file the reports specified in §1304.06 and
part 1311 of this chapter if they are either of
the following:

(1) An electronic prescription application
provider.

(2) An
provider.

electronic pharmacy application

§1304.04 Maintenance of records and
inventories.

(a) Except as provided in paragraphs
(a)(1) and (a)(2) of this section, every
inventory and other records required to
be kept under this part must be kept
by the registrant and be available, for
at least 2 years from the date of such
inventory or records, for inspection
and copying by authorized employees
of the Administration.

(1) Financial and shipping records
(such as invoices and packing slips but
not executed order forms subject to
§§1305.17 and 1305.27 of this chapter)
may be kept at a central location,
rather than at the registered location,
if the registrant has notified the Ad-
ministration of his intention to keep
central records. Written notification
must be submitted by registered or cer-
tified mail, return receipt requested, in
triplicate, to the Special Agent in
Charge of the Administration in the
area in which the registrant is located.
Unless the registrant is informed by
the Special Agent in Charge that per-
mission to keep central records is de-
nied, the registrant may maintain cen-
tral records commencing 14 days after
receipt of his notification by the Spe-
cial Agent in Charge. All notifications
must include the following:

(i) The nature of the records to be
kept centrally.

(ii) The exact location where the
records will be kept.

(iii) The name, address, DEA reg-
istration number and type of DEA reg-
istration of the registrant whose
records are being maintained centrally.
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(iv) Whether central records will be
maintained in a manual, or computer
readable, form.

(2) A registered retail pharmacy that
possesses additional registrations for
automated dispensing systems at long
term care facilities may Kkeep all
records required by this part for those
additional registered sites at the retail
pharmacy or other approved central lo-
cation.

(b) All registrants that are author-
ized to maintain a central record-
keeping system shall be subject to the
following conditions:

(1) The records to be maintained at
the central record location shall not
include executed order forms, prescrip-
tions and/or inventories which shall be
maintained at each registered location.

(2) If the records are kept on micro-
film, computer media or in any form
requiring special equipment to render
the records easily readable, the reg-
istrant shall provide access to such
equipment with the records. If any
code system is used (other than pricing
information), a key to the code shall be
provided to make the records under-
standable.

(3) The registrant agrees to deliver
all or any part of such records to the
registered location within two business
days upon receipt of a written request
from the Administration for such
records, and if the Administration
chooses to do so in lieu of requiring de-
livery of such records to the registered
location, to allow authorized employ-
ees of the Administration to inspect
such records at the central location
upon request by such employees with-
out a warrant of any kind.

(4) In the event that a registrant fails
to comply with these conditions, the
Special Agent in Charge may cancel
such central recordkeeping authoriza-
tion, and all other central record-
keeping authorizations held by the reg-
istrant without a hearing or other pro-
cedures. In the event of a cancellation
of central recordkeeping authoriza-
tions under this paragraph the reg-
istrant shall, within the time specified
by the Special Agent in Charge, comply
with the requirements of this section
that all records be kept at the reg-
istered location.
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(c) Registrants need not notify the
Special Agent in Charge or obtain cen-
tral recordkeeping approval in order to
maintain records on an in-house com-
puter system.

(d) ARCOS participants who desire
authorization to report from other
than their registered locations must
obtain a separate central reporting
identifier. Request for central report-
ing identifiers will be submitted to the
ARCOS Unit. See the Table of DEA
Mailing Addresses in §1321.01 of this
chapter for the current mailing ad-
dress.

(e) All central recordkeeping permits
previously issued by the Administra-
tion expired September 30, 1980.

(f) Each registered manufacturer, dis-
tributor, importer, exporter, narcotic
treatment program and compounder
for narcotic treatment program shall
maintain inventories and records of
controlled substances as follows:

(1) Inventories and records of con-
trolled substances listed in Schedules 1
and II shall be maintained separately
from all of the records of the reg-
istrant; and

(2) Inventories and records of con-
trolled substances listed in Schedules
III, IV, and V shall be maintained ei-
ther separately from all other records
of the registrant or in such form that
the information required is readily re-
trievable from the ordinary business
records of the registrant.

(g) Each registered individual practi-
tioner required to keep records and in-
stitutional practitioner shall maintain
inventories and records of controlled
substances in the manner prescribed in
paragraph (f) of this section.

(h) Each registered pharmacy shall
maintain the inventories and records of
controlled substances as follows:

(1) Inventories and records of all con-
trolled substances listed in Schedules I
and II shall be maintained separately
from all other records of the pharmacy,
and prescriptions for such substances
shall be maintained in a separate pre-
scription file; and

(2) Inventories and records of con-
trolled substances listed in Schedules
III, IV, and V shall be maintained ei-
ther separately from all other records
of the pharmacy or in such form that
the information required is readily re-
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trievable from ordinary business
records of the pharmacy, and prescrip-
tions for such substances shall be
maintained either in a separate pre-
scription file for controlled substances
listed in Schedules III, IV, and V only
or in such form that they are readily
retrievable from the other prescription
records of the pharmacy. Prescriptions
will be deemed readily retrievable if, at
the time they are initially filed, the
face of the prescription is stamped in
red ink in the lower right corner with
the letter ““C”’ no less than 1 inch high
and filed either in the prescription file
for controlled substances listed in
Schedules I and II or in the usual con-
secutively numbered prescription file
for non-controlled substances. How-
ever, if a pharmacy employs an ADP
system or other electronic record-
keeping system for prescriptions which
permits identification by prescription
number and retrieval of original docu-
ments by prescriber’s name, patient’s
name, drug dispensed, and date filled,
then the requirement to mark the hard
copy prescription with a red “C” is
waived.

(Authority: 21 U.S.C. 821 and 871(b); 28 CFR
0.100)

[36 FR 7790, Apr. 24, 1971, as amended at 36
FR 13386, July 21, 1971. Redesignated at 38 FR
26609, Sept. 24, 1973, and amended at 39 FR
37985, Oct. 25, 1974; 45 FR 44266, July 1, 1980;
47 FR 41735, Sept. 22, 1982; 51 FR 5320, Feb. 13,
1986; 62 FR 13959, Mar. 24, 1997; 70 FR 25466,
May 13, 2005; 75 FR 10677, Mar. 9, 2010]

EFFECTIVE DATE NOTE: At 75 FR 16306, Mar.
31, 2010, §1304.04 was amended by revising
paragraph (b) introductory text, (b)(1) and
(h), effective June 1, 2010. For the conven-
ience of the user, the revised text is set forth
as follows:

§1304.04 Maintenance of records and inven-
tories.
* * *

* *

(b) All registrants that are authorized to
maintain a central recordkeeping system
under paragraph (a) of this section shall be
subject to the following conditions:

(1) The records to be maintained at the
central record location shall not include exe-
cuted order forms and inventories, which
shall be maintained at each registered loca-
tion.
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(h) Each registered pharmacy shall main-
tain the inventories and records of con-
trolled substances as follows:

(1) Inventories and records of all controlled
substances listed in Schedule I and II shall
be maintained separately from all other
records of the pharmacy.

(2) Paper prescriptions for Schedule II con-
trolled substances shall be maintained at the
registered location in a separate prescription
file.

(3) Inventories and records of Schedules III,
IV, and V controlled substances shall be
maintained either separately from all other
records of the pharmacy or in such form that
the information required is readily retriev-
able from ordinary business records of the
pharmacy.

(4) Paper prescriptions for Schedules III,
IV, and V controlled substances shall be
maintained at the registered location either
in a separate prescription file for Schedules
III, IV, and V controlled substances only or
in such form that they are readily retriev-
able from the other prescription records of
the pharmacy. Prescriptions will be deemed
readily retrievable if, at the time they are
initially filed, the face of the prescription is
stamped in red ink in the lower right corner
with the letter ““C” no less than 1 inch high
and filed either in the prescription file for
controlled substances listed in Schedules I
and II or in the usual consecutively num-
bered prescription file for noncontrolled sub-
stances. However, if a pharmacy employs a
computer application for prescriptions that
permits identification by prescription num-
ber and retrieval of original documents by
prescriber name, patient’s name, drug dis-
pensed, and date filled, then the requirement
to mark the hard copy prescription with a
red “C” is waived.

(5) Records of electronic prescriptions for
controlled substances shall be maintained in
an application that meets the requirements
of part 1311 of this chapter. The computers
on which the records are maintained may be
located at another location, but the records
must be readily retrievable at the registered
location if requested by the Administration
or other law enforcement agent. The elec-
tronic application must be capable of print-
ing out or transferring the records in a for-
mat that is readily understandable to an Ad-
ministration or other law enforcement agent
at the registered location. Electronic copies
of prescription records must be sortable by
prescriber name, patient name, drug dis-
pensed, and date filled.

§1304.05 Records of authorized cen-
tral fill pharmacies and retail phar-
macies.

(a) Every retail pharmacy that uti-
lizes the services of a central fill phar-
macy must keep a record of all central
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fill pharmacies, including name, ad-
dress and DEA number, that are au-
thorized to fill prescriptions on its be-
half. The retail pharmacy must also
verify the registration for each central
fill pharmacy authorized to fill pre-
scriptions on its behalf. These records
must be made available upon request
for inspection by DEA.

(b) Every central fill pharmacy must
keep a record of all retail pharmacies,
including name, address and DEA num-
ber, for which it is authorized to fill
prescriptions. The central fill phar-
macy must also verify the registration
for all retail pharmacies for which it is
authorized to fill prescriptions. These
records must be made available upon
request for inspection by DEA.

[68 FR 37410, June 24, 2003]

§1304.06 Records and reports for elec-
tronic prescriptions.

(a) As required by §1311.120 of this
chapter, a practitioner who issues elec-
tronic prescriptions for controlled sub-
stances must use an electronic pre-
scription application that retains the
following information:

(1) The digitally signed record of the
information specified in part 1306 of
this chapter.

(2) The internal audit trail and any
auditable event identified by the inter-
nal audit as required by §1311.150 of
this chapter.

(b) An institutional practitioner
must retain a record of identity proof-
ing and issuance of the two-factor au-
thentication credential, where applica-
ble, as required by §1311.110 of this
chapter.

(c) As required by §1311.205 of this
chapter, a pharmacy that processes
electronic prescriptions for controlled
substances must use an application
that retains the following:

(1) All of the information required
under §1304.22(c) and part 1306 of this
chapter.

(2) The digitally signed record of the
prescription as received as required by
§1311.210 of this chapter.

(3) The internal audit trail and any
auditable event identified by the inter-
nal audit as required by §1311.215 of
this chapter.

(d) A registrant and application serv-
ice provider must retain a copy of any
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